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FDA on Shared Facilities

There shall be separate or defined areas or such
other control systems for the firm's operations

as are necessary to prevent contamination or
MIXups ...
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EMA Proposed Updates for Shared Facilities

The outcome of the Quality Risk Management
process should be the basis for determining the
necessity for and extent to which equipment and
facilities should be dedicated to a particular product
or product family.
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Threshold Values are input
parameters for risk assessments

ADE, ADI, PDE
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Risk Assessments should address:
—Mix-up
—Retention/ Carryover
—Mechanical Transfer
—Airborne Transfer
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Mix-up

Drugs

Levetiracetam Tahletz, USP 300 mg, | Lot ZLMWZ063, Exp March 2014
00 court battle, R anly,

Manufactured for: Mylan

Pharmaceuticals Inc. Morgantown,

Clazz |

Advancing Development & Manufacturing

. o PRAIMAacettical
BioPharm Technology —

Srduterated Prezence of Foreign— Mylan Pharmaceuticals nc.
Tablets: Pharmaceutical

manutacturer may have distributed

foreign tablets in bottles of

i 26305 U, MOC 0378-2615-03 Levetiracetam Tablets, USP 500 mo.

Atrovert HRS Inhalstion &erosal,
(ipratropium bromide) 129 grams,
200 metered actustions, Ry anly,
Packaced Exclusively by:

Lot # F23383, F22311 Clazz Label Mix up; side panel of sticker  Dispensing Solutions, Inc
lakel applied by Dispenzing

=oitionz Inc. incorrectly indicates

product name as Yentoln HFA 90

Dizpensing Solutionz, Ine., arta mcy instead of correctly as

&na, CA - NDC B253-8352-01 Afrovert HEE 12 9 grams Inhalation
D=l product #540347 Lerazal

PREMIER SPONSOR:

PDA
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Retention/Carryover

ADE (or PDE)*Batch Size
Maximum Daily Dose
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Mechanical Transfer
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Airborne Transfer
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Compound
Suite

Compound

: : suite
Building B
=

Building A
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When are Dedicated Facilities Required?

,,,,,,,,,,,,, Pharmaceutical
BioPharm Technology —

Compound
Suite

Compound
Suite

Compound
suite

Building C

Finished
Goods | Rejects

Components

Raw Quarantine

Materials
Warehouse
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Thank you

For more information contact Stephanie

Stephanie.wilkins@pharmaconsultus.com
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